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DETAILED ACTION 

1. Amendment and Response filed on 04/26/04 are acknowledged- Claims 1-16 are pending 
in the specification. 

EXAMINER'S AMENDMENT 

2. An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to appUcant, an amendment may be filed as provided by 37 CFR 

1 .3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Arthur R. Crawford and Celia Keen on 04/30/04. 

The apphcation has been amended as follows: 

Claim 1 (Amended): A process of establishing a standard specification for a medicinal plant 
material, the process comprising: 

(i) selecting a sample of the medicinal plant material which sample is known to 
possess a particular desired property, as a standard sample; 

(i) (ii) preparing a test solution or test extract of a said standard sample^ of the medicinal 

plant material which is laiowii to possess th e or each property requir e d for the 
standard: 

(ii) (iii) submitting the said solution or extract to two or more analytical methods 

including (a) a combination of NMR spectroscopy and a computer-based 
pattern recognition t e chniqu e, said combination comprising submitting the 
solution or extract to NMR spectroscopy, recording one or more NMR spectra 
and submitting data obtained from the or each NMR spectrum to a multivariate 
analysis, and (b) one or more biological profiling techniques which provide a 
quantifiable measure of the biological effect of the plant and which include a 
proteomics analysis ; 
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(iii) (iv) obtaining results from the analytical methods used in step (ii) {iii); and 

(iv) (v) defining a standard specification for the said plant material on the basis of 

the results obtained in step (m) (iv); 
the process being conducted such that the NMR data submitted to the multivariate analysis 
reflect the totality of the compounds in the plant material which respond to the NMR technique 
being used. 

Claim 2 (Twice Amended): A process of providing a desired sample of a medicinal plant 
material, which sample complies with a the standard specification for that material which has 
been defiiied by the process of claim 1, the process comprising: 

(i') preparing a test solution or test extract of a candidate sample of the medicinal 
plant material; 

(ii') submitting the said solution or extract to two or more analytical methods 

including {ai a combination of NMR spectroscopy and a computer-based pattern 
recognitio n t e chniqu e, said combination comprisin g submitting the solution or 
extract to NMR spectroscopy, recording one or more NMR spectra and submitting 
data obtained from the or each NMR spectrum to a multivariate analysis, and (b) 
one or more biological profiling techniques which provide a quantifiable measure 
of the biological effect of the plant and which include a proteomics analysis ; 

(iii') obtaining results from the analysis of step (ii'); 

(iv') selecting the candidate sample if the results in step (iii') comply with the standard 
specification for the said material established in step (iv) of the process defined 
in claim 1 ; 

the process being conducted such that the NMR data submitted to the multivariate analysis 
reflect the totality of the compounds in the plant material which respond to the NMR technique 
being used. 



Cancel claim 3. 
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Claim 4 (Amended): A The process according to claim L which fiirther comprises representing 
the results of wh e rein the combination of NMR spectroscopy and a computer - bas e d pattern 
r e cognition techniqu e compris e s: 

(a) submitting th e t e st solution or test e xtract to NMR spectroscopy and 
recording one or mor e NMR spectra; and 

(b) submitting the data obtained from the or e ach NMR spectrum to a 
the multivariate analysis to g e n e rat e as one or more points on a score plot. 

In claims 5-6 and 8 change [A] to The in front of "process". 

Claim 9 (Amended): A process of establishing a standard specification for a medicinal plant 
material, the process comprising: 

(i") selecting a sample of the medicinal plant material, which is known to possess a 

particular desired property, as a standard sample; 
(i^') (ii") preparing a test solution or test extract of a said standard sample^ of th e said 
plant material which is known to possess th e or each prop e rty r e quir e d for the 
standard: 

(ii^') (iii") submitting the test solution or test extract to NMR spectroscopy and recording 
one or more spectra; 

(iii^') (iV) submitting the data obtained from the or each said NMR spectrum, those data 
reflecting the totality of the compounds in the plant material which respond to the 
NMR technique being used , to a multivariate analysis to generate one or more 
points on a score plot; and 

(i¥^') (v") defining a sphere of acceptabiUty around the points generated in step (iV) as 
the, or as part of the, standard specification for the said plant material^. 

In claim 10: change [A] to ~ The - before "process" and change [(iii'")] to " (i^") — • 
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Claim 11 (Amended): A process of providing a desired sample of a medicinal plant material, 
which sample complies with a the standard specification for that material which has b ee n defined 
by the process of claim 9, the process comprising: 

(i^ (T) preparing a test solution or test extract of a candidate sample of the said 
plant material; 

(ii^ (ii'") submitting the test solution or test extract to NMR spectroscopy and 
recording one or more spectra; 

(iii^ fiii'") submitting the data obtained from the or each said NMR spectrum, 
reflecting the totality of the compounds in the plant material which 
respond to the NMR technique being used , to a multivariate analysis to 
generate one or more points on a score plot; and 

(iv^ (iv'") selecting the candidate sample as said desired sample which complies with 
said standard specification only if the points generated on the score plot in 
step (iii"*) fall within a the sphere of acceptability as defined in the 
standard specification e stablished in step (iv^ fv") of the process d e fined 
in of claim 9^ ^ 

In claims 12-14 change [A] to ~ The ~. 

Claim 15 (Amended) A The process according to claim 1 wherein the standard sample of 
th e m e dicinal plant material w^hich possesses said the or each prop e rty d e sir e d for th e standard is 
a sample of authenticated or audited plant material of which the provenance is known. 

Claim 16 (Amended): A process of establishing a standard specification for a medicinal 
plant material, the process comprising: 

(i) selecting a sample of the medicinal plant material which sample is known to 
possess a particular desired property, as a standard sample; 

(i) (ii) preparing a test solution or test extract of a said standard sample^ of the m e dicinal 

plant mat e rial which is known to posses s th e or each prop e rty r e quired for th e 
standard: 

(ii) (iii) submitting the said solution or extract to two or more analytical methods 
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including (a) a combination of NMR spectroscopy and a computer-based 
pattern recognition techniqu e, said combination comprising submitting the 
solution or extract to NMR spectroscopy, recording one or more NMR spectra 
and submitting data obtained from the or each NMR spectrum to a multivariate 
analysis, and (b) one or more biological profiling techniques which provide a 
quantifiable measure of the biological effect of the plant and which include a 
proteomics analysi s, said proteomics analysis comprising 

(a') providing a target cell selected according to the clinical indication 
in which the medicinal plant is active and incubating the target 
cells with the test solution or test extract; and 
(b*) subjecting the incubated cells to get electrophoresis on a 2-D gel 
and observing the change in protein expression in the calls as a 
result of exposure to the said solution or extract; 
"(iii) (iv) obtaining results from the analytical methods used in step (ii) (iii); and 
(iv) (v) defining a standard specification for the said plant material on the basis of 
the results obtained in step (iii) (iv); 
the process being conducted such that the NMR data submitted to the multivariate analysis 
reflect the totality of the compounds in the plant material which respond to the NMR technique 
being used. 

The following is an examiner's statement of reasons for allowance: the examiner agrees 
with the applicants' arguments that the prior art does not teach a combination of NMR 
spectroscopy, multivariable analysis and proteomics for standardization of medicine plant 
materials. The applicants' arguments regarding enablement issues are also convincing, and the 
examiner's amendment clarifies the language of the claims. 

Claims 1-2 and 4-6 and 8-16 are allowed. The new numbering of claims is 1 through 

14. 
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Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yelena Gakh, Ph.D. whose telephone number is (571) 272- 
1257. The examiner can normally be reached on 9:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Yelena G. Gakh 
4/30/04 




